From: Goodis, Michael

To: Keigwin, Richard

Cc: Rosenblatt, Daniel; Davis, Donna
Subject: FW: Prop 65

Date: Thursday, February 22, 2018 12:08:00 PM
Attachments: PROP 65 ver 7 - 2-21.doc

Issues Concerns California Proposition -.docx

Rick

As discuss also, attached is an early draft of the Prop 65 letter to DPR.

| think it would be helpful to get some feedback from you at this time to see if it is close to the mark
and if there are some other points that should be worked in.

Also attached is an issue paper of sorts that provides some further background for consideration.
We will also follow up with Anne Prichard for feedback on whether it would be best for the letter to
come from OGC if it is to be sent to their Chief Counsel.

Likewise, we will ask her to review the letter when it is closer to send.

Michael L. Goodis, P.E.

Director, Registration Division (RD)

Office of Pesticide Programs (OPP)

Phone 703-308-8157

Room S7623

From: Holloman, Rachel

Sent: Wednesday, February 21, 2018 8:59 PM

To: Goodis, Michael <Goodis.Michael@epa.gov>; Davis, Donna <Davis.Donna@epa.gov>;
Rosenblatt, Daniel <Rosenblatt.Dan@epa.gov>

Subject: FW: Prop 65

Attached is the revised draft letter. Erin will have comments for me, but | will get them after your
meeting. | have also attached some issues and concerns. | hope this helps. Your meeting is really
early.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY





WASHINGTON, D.C.  20460










OFFICE OF CHEMICAL SAFETY 







AND POLLUTION PREVENTION






February 21, 2018

Ms. Carol J. Monahan-Cummings, Chief Counsel,


Office of Environmental Health Hazard Assessment 

California Environmental Protection Agency 


Sacramento Office
1001 I Street,
Sacramento, CA 95814

Dear Ms. Monahan-Cummings,

I am writing to discuss California Proposition 65 (Prop 65) warning statements relative to pesticide labeling.  As you know, the Environmental Protection Agency (EPA) is responsible under Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) for regulation of pesticides nationally.  A detailed human health and ecological risk assessment is performed on pesticides at EPA. The conclusions of those assessments as well as the product’s use directions and safety precautions inform whether a pesticide can be registered at the federal level. It is a violation of federal law to use a pesticide in a manner that is inconsistent with its label.  

Labels contain essential comprehensive information concerning the safe use, protection of non-target species and disposal considerations. A key function of the label is to manage the potential risk from pesticides. EPA does this in coordination with the state and other federal agencies that enforce the pesticide label requirements. The states are EPA partners registering state labels, certifying pesticide applicators and running educational programs to ensure that the pesticide product is used in accordance to the label. State governments may adopt the federal regulatory position or impose more stringent requirements on the product. EPA encourages efforts that help the public responsibly rely on products while also protecting human health and the environment.   

Currently, Proposition 65 statements have been added to federal labels through different administrative means. Specifically, the statements have been added through a notification or a label amendment. The Agency reviews the label language changes in both cases. When processed as an amendment, the Agency stamps and approves the full label. With a notification, a letter is sent approving or disapproving the notification. Overall, Prop 65 raises resource and policy questions that EPA is interested in discussing with your agency and other stakeholders. Prop 65 could be considered a non-Notification, because it is not required by FIFRA and does not need to appear on the federal label. The Office of Pesticide Programs would like to initiate discussions with the California Department of Pesticide Regulation and your office to address any implications Prop 65 may pose to Federal labeling requirements. To initiate this effort, I will have Shannon Jewel on my staff contact both offices to schedule a conference call.  I look forward to working with you on this issue.








Sincerely, 








Richard P. Keigwin, Director







Office of Pesticide Programs








US Environmental Protection Agency


cc: Ann Prichard, Chief


      Pesticide Registration Branch, DPR


California Proposition 65

Example of current warning Statement:

 “WARNING: This product contains a chemical known to the State of California to cause cancer.” 

Facts:

1. DPR comment on revision to PRN 98-10 that Prop 65 should be a non-Notification

a.  RD managers - agree

b. OGC Response - Change by non-notification requires public comment.  Since DPR comment on revision to PRN 98-10, you can interpret 98-10 to cover the public comment period. You wouldn’t need to go through notice and comment again.  Prop 65 language could be considered a non-FIFRA element under PRN 98-10 IV.C.  

Issues/concerns associated with California Proposition 65

1. False and misleading: Is it false and misleading for Prop 65 warning statement to say that something is a carcinogen when EPA’s science does not support that statement? 

a. OECA’s Response – Since the Prop 65 states “known to the State of California”, we do not consider it false and misleading.

b. OGC Concern – Glyphosate where we don’t agree. OECA and OGC to have further conversation on OGC public notice language.

i. Glyphosate may not be an issue: OEHHA is in the process of establishing a safe harbor level for exposures to glyphosate of 1,100 micrograms per day. The warning may not be required for most exposures, though manufacturers may choose to warn anyway. Point-of-sale warnings for glyphosate products must be in place by July 7, 2018. Monsanto is currently appealing OEHHA’s listing of the chemical. 

2. FIFRA Section 24(b): States shall not impose requirements on the label (Cal-EPA does not require Prop 65 to be on the label)

a. OEHHA does not require that the prop 65 language be on the label, but must be available at the point of sale.

b. DPR also does not require registrants to place the warning on the label. However, some registrants have chosen to add the verbiage.

3. Signal words

a. If there is a conflict in signal word, DPR notifies registrants to revise the term “WARNING” to “Attention” or “Notice”. DPR plans to consult with current OEHHA legal counsel on this change to the warning statement.  

4. Resources to review – Current and future increases

a. 41 pending at beginning of February

b. 60 new coming from Nufarm to HB

c. Non-Notification would decrease future resource implications.

d. Precautionary Statement - Signal word change 

i. Registrants will likely be amending their product labels to reflect the new wording of the warning as mentioned in #3 above. <http://www.cdpr.ca.gov/docs/dept/factshts/prop65.htm

e. In August, warning for consumer product will change – may affects AD.

i. New warning statement

New

“ [image: cid:image001.jpg@01D34805.FA365F20] WARNING: This product can expose you to chemicals including xxx, which is known to the State of California to cause cancer. For more information, go to www.P65Warnings.ca.gov.”

Counts 

DPR does not track which pesticide product labels bear a Proposition 65 warning statement. 

[bookmark: _GoBack]RD compared our chemical list to the Prop 65 chemical list.  We have several chemicals on the list.

Only way to count number of labels with statement is manual.
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